
City and County of San Francisco Department of Public Health 

Dockets Management Branch 
HFA-305 
Food and Drug Administration 
5630 Fishers Lane, 
Rm. 1061 
Rockville, MD 20852 

October 22,2002 

RE: FDA’s Request for Comment on First Amendment 
Issues published in the Federal Register of May 16,2002 (67 FR 34942) 

To whom it may concern, 

Please find a copy of a research study to be published in a forthcoming issue of AIDS describing 
the potential adverse impact of direct-to-consumer medication advertising. 

Persons who had the greatest exposure to these direct-to-consumer advertisements were most 
likely to falsely believe that HIV was a less serious disease and believed that these medications 
influenced a persons decision to engage in riskier sexual behavior. Finally, those HIV-infected 
men who had the greatest exposure were most likely to engage in unprotected intercourse, a risk 
behavior known to transmit HIV. 

This is one of the few research studies to document the direct negative effects of direct-to- 
consumer advertising. 

We fully support the restriction of direct-to-consumer advertising and find no evidence of any 
educational benefits to the consumer. It is incumbent upon the FDA to protect the public’s health 
and limit misleading and wasteful direct-to-consumer advertising. In addition, we call for 
changes in regulation that would require an equal share of medication advertising to be used to 
support local prevention efforts. 

Sincerely, 

Deputy Health Officer 

and 

Assistant Professor of Medicine, University of California, San Francisco 

Division of STD Control 1360 Mission Street, Suite #I401 San Francisco, CA 94103 
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fire HIV drug advertiremcn(s cslntribudng 16 
mrcas~ in risk behavior among men in San 
Francisco, 2001 a 
Jeffrqr 0. Klausnefl, Andrea Kin-# and Charlollc Keti 

Ia winter 2001, we quandticd exposure to HIV 
mediation dhct-to-cons- rdvudsiq 8nd 
itr xeiationsbip to otriimdes and behaviors among 
1e.%ually transmitted disease clinic wtndtes- Wa 

found that homosesull xncn fiequcntlp saw NN 
mtdication advwtimnmtts. HIV-poritive hcmo- 
YOYKSA men wir,b greata advertisement erpostlle 
believed HIV as o less serious disease. AlI mea 
believed thtst advcrckunents inaueuced an indi- 
vidual’s decision to ham unpmcccted SCX. m- 
positive bomosexud mm with gr~ar~r advdh- 
In-t tnpom~~ may be more Ekcly to have 
clnp’oteCCtd anal iLxercounc. 

Several mdics have suggested tbc HIV trcatmenr: 
optimism IZCL~ play a ralt in IncreaA~g the IXCS of 
unsafi sex anaong gay men and DXCI who ka* XX with 
Men [l-4]. whchli direcc-ra-totuulncr (IX-C) idver- 
-biag camp*u for YrtrrrvovLl HIV drug sczivr co 
&rcse the awarams of rhe po~rudal bcnek.s of HTV 
chtnpy, the may be unconr;rrd &C~Y of ehslr DTC 
a&&sing. A rtccnt pSliurion ducribed ‘whu 
~mtriaar art being sold in direcr-tc~oaturnu (DTC) 
sbw&mncn~ Gor prcmipdon drugs’, bur Eailed co 
ymnciQ I$IC c&a char DTC adverciserncnt\ “y Lve 
in specifx populziom [Sl. We suughc co quantift hue 
cfTccu kl a popuIxioa wicll poantiil hi&l Cx~OSUte to 
cu~.~in DTC advcnisi~ and measured the rdadorship 
bcwcm exposure and wposted auinrdcs and b&ation. 
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Fnm February to July 2001. WC suweyrd men naeud- 
ing the San Pratico nuuicipll saullly crzumiucd 
disease (!XD) clinic nqrding stsuid pmcdcts, HIV 
mtu, upowe w HlV prUrmxeutictl advutisxncnh 
and attitudes munrds rhe saiousnesz of HIV and a 
decision to have vnprotcctid KS. The SWAY w an 
anonymous, telf-adrninjp& COIWU&W .urnpk of 
997 men. 53% of wham wcce hcctrosexual WC com- 
pmd vault, bctwcen heceroscwal (n=527) m<l 
l~omoswual mm (n = 466) and bcrwccn hom.osex& 
men hy HIV scatos (WIV negative 300; HN poitive 
75) by ~4uency of ccpojure m HIV phzxaacc~&al 
adwtrtiscmcnc~. We d&cd r&g adverdscmcno at 
lust we&y as &qaenc eix~osurc versus mbntbly, 
nrtly or never rctky advcnisnnaaks as it&equcnr 
exposure. T&e ULM age of respondens was 32 yeas. 
49% wm whlu and 84% had completed at lcrrt some 
colkgt edvcuion. 

hocg homosexual mtn. 76% ryortcd seeing HIV 
drug advmkrnmu chat pomycd meu who arc 
heal&y. handsome ?ad suong &ha da@ or wctkly 
vcavs only 38% ia heuruscnvl mm (PC 0.05). 
Whereas the fkqu-m.cy of extasurc dfd not appear to 
a&t men’s b&f in the seriovmms of HIV by SCCW~ 
oricndoy HIV-posidvc lUxn0scxt1al men Wh0 saw 
ode x Icwt w&y wcrc six tima moxc 
likdy to b&eve &at HN w le.+ rcrioru ccmpucd 
wiirh HW-pitive homoscxul men who slw * 
cism less fiequntly (36 wtmn 6%. P < 0.03). 

Rcgd!es of scd oL-knudon, chose 8vicb mort 
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Finally, WC bund no diEkrc~~ct becwccn homosexual 
and her.cm.xxual men in reported unprorcctrrrl vaginal 
0: and sex by n&.r&anu~c cxporw. Within h4m0- 
se-ml rims. however, HIV-poddvc wpondcras with 
frqueur advutisuncnr cxpoauc more ofien reported 
nnptotccted mJI sex compvtd with HlV-po&k 
nspondcn~ with in&quenc CxposuR? (27 -lU 17% 
P < 0.4). 

WC conclu&d chat during &e survey peciod homo- 
scxd men in San fnucixo seen at the municipaJ STD 
clinic were fkcqu~~dy esyoa.cd to HN phamraseudul 
adw-tiscmezxs. HW-pod&e homo$exti men wirh 
pater cxpsuze co the adverc&ncna believed rhat 
HIV ir a Icu &our di=ue, and both h~rrorexu~ and 
homosnial men teliwcd rhar that dvetdselnc3la 
influence an individual’s &&ion co has: unprorzcced 
se% Fhlly, HIV-posirivc homoi%Ud men with gf@S- 
cr exposure to thhc admsiscrnenu may be mwc likely 
co WIG&W in UnprQtEacd alal ill~crCourre. 

This study dcmoluaabcd that DTC HIV pbnna- 
ccudal advctisiny a&c-a h&h belie& at rhc popu- 
kdon 1~4 ;lud may ina~encc individual b&w-ion. 
Substquezx co she p&mhwy reparc of chest dau, the 
Food and lku~ Aclministntiou issued an advhy kacr 
CO HIV phxmaccudcal manufkurep Lzstaucking K&II 
cc ch.wgc DTCnwerih co convey rhatHIVn.~~diu- 
dons neither curs WN infection nor reduce its txans- 
nision. ad bar individual mecka~ons musr be ukcn 
only in comhjnxion tirh other dnlgs for NIV izk- 
don. fur&more, he Food md Drug l~&G&~&on 
kcr stated char chc imap used in DTC pmmiona! 
accibtics must be- gcndy reprcscnudvc of patic~~~ 
with HIV ideccion and must not minim& tignEca~~ 
Pde-efkts. 

‘San Francisco D~~UFTEIX of Public Hcgfth, STD Pm 
vention and Control Sctvicq and bA!DS OiVke, San 
FraKisCO, California. USA. 
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